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Two Scenarios

Because of the ambiguous word-
ing of the ARRA, CER is precariously
poised between two different trajec-
tories.

In one scenario, the resulting re-
search will be used exclusively as a

means to inform patients
and physicians about the
relative clinical effective-
ness of therapeutics, pro-
cedures, and devices.
Equipped with more and
better information, pa-
tients and payers ideally
would be able to avoid
wasting valuable time, re-

sources, and money on ineffective
and useless treatment modalities.

The alternative route that CER
could take is one that involves in-
corporating cost analyses in some ca-
pacity. The danger in considering
cost when evaluating effectiveness is
the possibility that payers, whether
public or private, may decide to deny
coverage for treatments that are not
deemed cost-effective according to a
certain federal standard. Compara-
tive effectiveness procedures adopted
by other countries that also include
cost considerations illustrate this
concern. An example is the United
Kingdom’s National Institute for
Health and Clinical Excellence
(NICE) — a CER entity that includes
cost in its studies and recommenda-
tions — which denied coverage for
the anti-tumor necrosis factor drug
abatacept (Orencia) to patients with
rheumatoid arthritis because it was
deemed too expensive whatever its
clinical benefits may be (Kahn 2007).
Biotechnology companies in the
United States will need to prepare for

In his frequent calls for health-
care reform, President Obama
has insisted on improving the
quality of healthcare for all

Americans as well as reducing its
cost. Daunting as though that task
may be, the evidence suggests that as
much as one third of healthcare dol-
lars are wasted on treatments that nei-
ther improve health nor increase pa-
tient satisfaction (Brownlee 2007).
Theoretically, healthcare spending
could be cut by nearly $1 trillion per
year without adversely affecting pa-
tient outcomes. The challenge for
 policy makers is to identify inefficien-
cies and then change the behaviors
that promulgate them without limit-
ing those aspects of the system that
work well and embody healthcare
values.

The biotechnology industry is
aware of the rapidly changing health-
care landscape, particularly the con-
troversial Comparative Effectiveness
Research (CER) program that is called
for under the American Recovery and
Reinvestment Act (ARRA) of 2009,
which allocates $1 billion for CER.  Al-
though that amount represents a rela-
tively small fraction of the ARRA eco-
nomic stimulus package, the money
dedicated to CER has triggered a
strong response from policymakers,

provider organizations, patient
groups, healthcare industry represen-
tatives, and other  stake holders. Most
of them agree that the notion of com-
paring the effectiveness of drugs and
medical treatments is a first step in the
right direction for healthcare reform.
Who can argue with efforts
to distinguish products and
practices that work and are
of value to patients from
those that do not achieve
the desired outcomes? The
ultimate impact of CER on
the many stakeholders,
however, remains uncer-
tain.

The Dilemma

The primary debate about CER is
whether the financial cost of drugs
and clinical interventions should be
considered in publicly funded studies
used to make coverage decisions.

ARRA does not explicitly address
the issue of cost. The wording in the
Senate version of the bill contained
the term “comparative clinical effec-
tiveness” to ensure that research
would be strictly focused on patient
outcomes. Ultimately, however, the
wording in the House version of the
bill was used, and the crucial word
“clinical” was dropped. As it now
stands, ARRA does not mandate cost
considerations and underscores the
role of CER in investigating the
“clinical outcomes, effectiveness,
and appropriateness of items, ser-
vices, and procedures that are used
to prevent, diagnose, or treat dis-
eases, disorders, and other health
conditions” (ARRA 2009). Never-
theless, cost analyses may be in-
cluded in the future.
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this type of situation because it may
become common as CER expands.

In a statement to the Federal Co-
ordinating Council for CER, the
Biotechnology Industry Organiza-
tion (BIO) voiced its concern that
“Comparative effectiveness informa-
tion may be used strictly as a means
to contain costs, rather than deliver
health care by improving patient out-
comes” (BIO 2009). If the evolving
American CER structure becomes fo-
cused on cost- reduction objectives
rather than evaluating and improv-
ing clinical outcomes, the biotech-
nology industry may be vulnerable.

Even without the apprehension
over cost analyses, biotechnology
products — particularly those that
cater to small subpopulations that
might be overlooked in large studies
— could become incidental victims of
CER.

To achieve their maximum poten-
tial, biologic products need to be eval-
uated in real-world situations, not just
clinical trials (NEHI 2009), because
real-world data can yield different re-
sults. Observational CER (OCER)
could help fill these evidence gaps
(Gliklich 2009). OCER would pro-
mote the type of real-world data col-
lection that would capture the nu-

ances among products that biotech-
nology companies do not want lost to
large trials. Opposition to using this
type of research for reimbursement
decisions includes the lack of an
agreed-upon methodology and the in-
creased room for bias. Biotechnology
firms may want to consider taking the
lead on developing appropriately rig-
orous OCER studies to prove the va-
lidity of observational research. 

Partnerships

BIO has joined the recently as-
sembled Partnership to Improve Pa-
tient Care (PIPC), a group of stake-
holders that have similar interests
regarding CER. The coalition’s stated
goal is to “promote comparative ef-
fectiveness research that supports pa-
tient access and informed health care
decision making and fosters contin-
ued medical progress” (PIPC 2009).
This group, which also includes
physicians, patient advocacy groups,
Pharmaceutical Research and Manu-
facturers of America, and Adva Med,
has outlined distinct goals for CER
that it believes are in the best interest
of patients. Ultimately, PIPC would
like to see CER provide patients and
physicians with information they
need to make the best medical deci-

sions, improve the quality of care,
and continue pro gress in the medical
field. PIPC views the primary focus
of CER as an opportunity to dissem-
inate quality information to patients,
not a cost-cutting prospect for the
government (PIPC 2009).

The biotechnology industry has
already made some important
choices and taken a few crucial steps
concerning its relationship with CER
through partnerships with organiza-
tions like BIO and PIPC. The indus-
try also should consider conducting
head-to-head trials or OCER studies
so that its products will fare well
under CER evaluations.
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